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NATI ONAL ENVI RONMVENTAL LABORATORY ACCREDI TATI ON CONFERENCE
DRAFT STANDARDS

3.0 On-site Assessment
3.1 | nt roducti on

The on-site assessnent is an integral and requisite part of a |ab
accreditation programand wll be one of the primary nmeans of
determining a | aboratory's capabilities and qualifications.
During the on-site assessnent, the assessnment teamw || coll ect
and eval uate informati on and make observations which will be used
to judge evatdate the |aboratory's conformance with established
accreditation criteria.

It is essential that the on-site assessnent ggjducted by any

accrediting authority in the United States wishing to be

recogni zed by the National Envi ronnent al _Labor Laboratorx Accreditation
Program be conducted in a uniform consistent manner. Reasons

for fostering this consistency include a need to inprove the base
quality of data coming fromthe |aboratories: to allow nore
confident conparision of results generated by different
laboratories: threugheut—thenation to facilitate reciprocity
anong States; and for the |laboratory comunity to accept the
accreditation process.

Thi s secti on eentains describes the essential elenents that are

to be included in any acceptable on-site assessnent., proepesats
aﬁd—Fe66ﬁﬁEﬁda%#6ﬁS—F6F—66ﬁdﬂ6%fﬁg—eﬁrSf%e—asseSSﬁEﬁ%% and the
qualifications and requirenents for assessors

The responsibility for pronul gati ng and enforci ng occupati onal
safety and health standards rests with the U S. Departnent of
Labor. Wiile it is not within the scope of the assessnent team
to evaluate all health and safety regul ati ons, any obviously
unsafe condition(s) should be described to the appropriate

| aboratory official, and reported to the appropriate state or
federal agency. The accreditation on-site assessnent is not
intended to certify that the |aboratory is in conpliance wth al
applicable health and safety regul ati ons.
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3.2 On-Site Assessnment Per sonnel
3.2.1 Tr ai ni ng

The National Environnmental Laboratory Accreditation Conference
(NELAC) will specify the m ninumlevel of education and training
for assessors, including refresher/update training. The NELAC
will also develop criteria for training requirenents. The
assessor training programeetrse will be devel oped and

i npl enented by either accrediting authorities, EPA state
accredi ti ng bodi es erganizatiens, or other entities NFSF—er—=a
ror—Federal—entty—wth subject to EPA oversi ght by—EPA A-state
may—devetop—and—+npltemrent—+t-—s—ownr Al assessor training

pr ogr ans, sﬁﬂﬁ%ﬁﬁ%%%ﬁmﬁwﬁwr%Lﬂﬁﬁ%ﬁfﬂﬁﬁﬁﬁ%ﬁmrmﬁ
nmeet the NELAC standards.

Until such tinme as the NELAC has devel oped and published training
requi renents for |aboratory assessors, each accrediting authority

shal | approve the training and experience requirenents for each
of its assessors.

When the NELAC has conpleted the devel opnent and pronul gation of

assessor training program standards, and the NELAP has been
established by the USEPA, accrediting authorities, accrediting

bodies. or other entities may petition the NELAP for approval of
a formal training programthat neets the NELAC standards.

3.2.2 Qualifications

A | aboratory assessor may work for a Federal, State, or a third

party accrediting body. An assessor, Fﬁe%ﬂdfﬁg—eaeh—ﬁﬁﬁbef—eF—aﬁ
rAspeet+on—team nust be an experlenced pr of essi onal and hol d at

| east a B.S. degree, or equival ent educati on and experience, +f

the—speeti+e—di-setpHnebetng—evatvated in | aboratory operation

or _assessnent and related fields.

Each assessor nust al so have satisfactorily conpleted a NELAGC
Qgroved assessor taboratery—aceredi-tat+on trai ni ng program
cotrse ant—aheatth—and—satetytratning—course and take periodic
updat e/ refresher training, as specified by NELAC. Each new
candi date assessor nust undergo training with a qualified
assessor ef-the-ob—tratntnag duri ng ene four or nore +ASpeet+ons

actual assessnents until judged proficient by the accrediting
authority.
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3.2.3 Addi tional qualifications
In addition, the assessors nust:
a) Be famliar wth the relevant |egal regulations,
accreditation procedures, and accreditation

requi renents;

b) Have a thorough know edge of the rel evant assessnent
met hods and assessnent docunents;

C) Be thoroughly famliar with the various forns of
records described in 3.5.3 Records Review,_

d) Be thoroughly cogni zant of contenporary data reporting,
anal ysis, and reduction techni qgues and procedures:

e)e Be technically conversant with the specific tests or
types of tests for which the accreditation is sought
and, where relevant, with the associated sanpling
pr ocedur es;

f)e¢ Be able to communicate effectively, both orally and in
witing; and,

g)e Be free of any commercial or other interest that m ght
cause the assessor to act in other than an inpartial
or non-di scrimnatory manner.

3.2.4 Assessor Certification

Bef ore an assessor can conduct on-site tnaspeet+oens assessnents,
the individual nmust be certified to do so, in witing, by either
the NELAP or prinmary State in which the individual wll assess

| aboratories. For each | aboratory t+nspection assessnent
performed by a state-designated third party assessor (i.e. non-
EPA, non-State), the assessor nmust sign a statenent before the
rAspeet+on assessnent, certifying that no conflict of interest

exi sts, and QFOVIde mhatever supporting information is required
by the state accrediting agency or NELAP gquidelines. Failure to
provide this information will make the proposed assessor

ineligible to participate in the assessment program
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3.3 Frequency of On-Site Assessnents

3.3.1 Frequency

Accrediting authorities acereditors nmust sheutd require perform
an a—+oeutine on-site assessnent of each facility that is

accredited at |east every two vears affdatty. Assessnents may be
nore frequent at |aboratories where a gpecific problemexists or
IS suspected, including situations where conpl ai nts about

| aboratory quality have been received, ¢testions—ot—+aud, or

rectur++ng failure on performance eval uation sanples has occurred.

3.3.2 Fol | ow- up eval uati ons

In addition to routine evaluations, assessors may need to conduct
one—t+me foll ow up evaluations at |aboratories where a
significant deficiency was identified by the previous eval uation.
These eval uations may be, but are not necessarily, limted to
determ ning whether a | aboratory has corrected its
deficiency(ies), or determining the nerit of a formal appeal from
the | aboratory. \Wen deficiencies are of such severity as to

possi bly warrant domngrading of accreditation status, any foll ow

up assessnment that is planned or conducted nust be conpleted and

reported within forty-five days may+esut—+n—downgrading—of

acereditaton—status,—FotHowtup—evatuations—should—oeccur—as——soon
ot et I I I F I ity

Nothing in this section should be construed as requiring an
accredltlng authority to reassess a facility prior to taking a

regulatory or adninistrative action affecting the status of the
facility's accreditation. Nothing in this section should be
construed as |limting in any way the accrediting authorities
ability to revoke or otherwise limt a |aboratory's accreditation
upon the identification of such deficiencies as to warrant such
action.

3.3.3 Changes in | aboratory capabilities

The accrediting authority may al so deem necessary & an tted
one—t+e assessnent evatuwat+en when a mmj or change occurs at a

| aboratory in personnel, equipnent, or a |laboratory |ocation that
m ght inpair analytical/biological capability and quality. A
maj or change in personnel is defined as the |oss or repl acenent



Chapter 3
Revision 1 Draft
November 1, 1995

of the | aboratory managenent staff, or |loss of a trained and
experienced individual who perforns a particular test for which
accreditation has been granted.

3.3.4 Announced and unannounced visits

The accrediting authority is not required to provide advance

noti ce of an assessnent. However—thepoHey—+s—toprovide—such

i on- . .
rotHieati-of—based—on E“? ereufptances—of —thepafrtieuat
assessfent—andtaboratory Sthee—thesehi-ghty teehnical
aSSessfent s—fay +hvel ve—sensttive At of Mt on—and becausethere
N ?I“Ffd Ee ensure that’aprlepllape pf'fe““3| afil 'eff'ds are
not+Hed—+n—advance—of —aptanned—assessrent— The accrediting
authority, at its discretion, may conduct unannounced or
announced on-site assessnents eva+ﬂa%feﬁs—Fef—eaﬂse——fe—g——
guest+ons—of ; ; ;

: I . Fes: ; . e

3.4 Pre- Assessnent Procedures

3.4.1 | nt roducti on

A good assessnent begins with planning, which should comrence
wel | before the assessnent teamvisits the |aboratory. Planning
is the neans by which the | ead assessor identifies all the
required activities to be conpleted during the assessnment
process. These activities include obtaining records before the
assessnment, conducting the assessnent, witing reports and
foll ow ng up

Pre-assessnent activities include: deciding the scope of the

assessnent {Seet+on—3—4—2); assessnent pl anning (Seet+en—3—4-3);

reviewi ng NELAP/ State information {Seet+en—3-—4—4); providing
advance notification of the assessnent to the | aboratory (Seet+oen

3—4-5); coordinating the assessnent team {Seett+efr—3-—4-—6);, and

gat heri ng assessnent docunents and—egutprenrt—(Seet+on—3—4—"7r.
Section 3.4.6 8 discusses Confidential Business Information (CBI)

I ssues.
3.4.2 Scope of the assessnent

The first step in the assessnent planning process is deciding
what type of assessnment will be conducted. The assessment may be
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a general one to assess the capability of the lab to perform
environmental testing or specific examination of a certain area

of testing. The assessnents ustatty pust include both a
| aboratory evaluation and a records review. The assessnent for a
field of testing nust cover all of the tests for which the |ab

seeks accreditation, or has already been accredited.

3.4.2.1 Laboratory eval uati ons

— A general |aboratory assessnent
should review the overall ability of the |lab to conduct

environnental testing. The exam nation of the processes and
procedures of the |Iab should give a general sense of its past and
present capabilities to performaccurate work w thout nmajor
deficiencies. During a |aboratory evaluation, the assessnent
team may identify a number of sanples or a recently conpleted or
on-goi ng project and evaluate to what extent the tests are being
conducted according to NELAC st andards NEEAP-er—ett+ent

regui-rerents.

3.4.2.2 Records revi ew

The purpose of a records reviewis to tearnr ascertain whether +
the testing | aboratory has maintai ned necessary docunentation of
data and other information reecessary to support reports
previously issued. During a records review, team nmenbers wll
conduct an overall audit of data, and will conpare data with
submtted reports to determ ne whether the data were generated or
collected foll ow ng the proper NELAC procedures t+athe
NELAP-State—EPA—or—€etHent—reguirenrents.

3.4.3 Assessnent pl anni ng

Pl anni ng i ncl udes conducting a thorough review, prior to the
assessnment, of NELAP and/or State records pertaining to the

| aboratory to be inspected. This will save tinme because
famliarity with the operation, history, and conpliance status of
the | aboratory increases the efficiency and focus of an on-site
visit. Planning also pronotes a better relationship with the

| aboratory community because the | ead assessor will be better
abl e to answer questions concerning the application of NELAC

NELAPState—+egutrenents standards to a particul ar | aboratory.

8



Chapter 3
Revision 1 Draft
November 1, 1995

It al so enhances the | aboratory's confidence in the | ead assessor
and aids in establishing good relationships with | aboratory
representatives.

Anot her inportant benefit of planning is to enhance the |ead
assessor's ability to identify and docunent potential problens
and plan to collect necessary information to assist the
accrediting authority in their subsequent decisions concerning
the |l aboratory. Planning an assessnent will result in an
efficient and productive assessnent overall.

3.4. 4 Revi ewi ng NELAP/ State information

et I , INEETE o ) . ey
Assesstrent—Asstgnfrent. Prior to initiating an on-site

assessnent, the assessnent team sha make a specific judgnent as
to which | aboratory records they wish to review prior to the

act ual i i

i i Qi r A I
site visit. rof—a—TecoraS—Teview —C€opreS—or—ai

D
. C

— These records, from

. it . Lude- These records, fron
the files of the accrediting authority or the national |aboratory
accreditation data base maintained by the NELAP shall include:

a) Copi es of previous assessnent reports and PE sanpl e

results, including the results of assessnents done by
other accrediting authorities that are contained in the

national |aboratory accreditation data base operated by
NELAP:

b) Ceneral | aboratory information such as | aboratory
submtted sel f-assessnent fornms, SOPs and Quality
Assur ance pl an;

c) Cort+respondence—wth—taboratory—personnet— O ficial

| aboratory communi cati ons;

d) Records of official comrunications dgiseusstoenr with
appropriate NELAP/ State staff;

e) Avai | abl e docunents fromrecipients of reports fromthe
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| aborat ory; ane;-

f) Rel evant program docunents such as NELAP/ St ate
gui del i nes or SOPs;

The | aboratory’s application for accreditation;

F P

The existing programregul ati ons and speci al
requi renents that apply to the areas for which
accreditation is sought: and

i) The nethodologies that are nost recently approved for
the tests for which the |aboratory has requested
accreditation.

Note: Sections 3.4.5 and 3.4.6. as published in the Decenber 2,
1994, Federal Register., will be noved to the assessor’s training

manual for consi derati on.

10
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H—Encourage—thetaboratorytotranster all records to the

assessnent site before the assessnent;

11
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br—Nett+fy—each—teamnenber—of thedates—of—the—-assessnent
aft—pre—assesshent—teamneeting-

e —Ensture—that—each—teamnenber—has—been—briefed on

specific procedures for the assessnent;
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3.4.5 % Assessnent docunents

Docunment s necessary for the assessnment and which may need to be

provided to the | aboratory managenent or staff should be prepared
assenbl ed before the assessnent, whenever possible. The |ead

assessor shoul d obtain copies of the required assessnent forns,

including the NELAC approved checklist. Several—spare—coptes—of
each—formshould—al Wary'S be—ecar+ried: O her tVLS of docunents

that may be required include Assesstents—fayt+egtre:
—Nett+ece—of—Assesstent—

- Assessnent Confidentiality Notice;

- Conflict of Interest Form

- Assessor Credential s;

- Assessnent Assi gnnent;

- Assessnent Notification letter;

- Att endance sheet, opening and cl osi ng conference; and,

- Assessnent Apprai sal Form
I'n addition, the |ead assessor should be able to provide
nformati on on how to obtain copies of eertarn—to—takethe

eH-oewrng docunents and materials efn—an associated with an
assessnent.
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3.4.68 Confidential Business Infornmation considerations

During on-site assessnments, it is likely that the accrediting
agency staff will conme into possession of sone confidential
busi ness information, such as nanes and addresses of clients
ates charged different clients, trade secrets, including sone
ormul ations of reagents etc. that may be part of the assessnent
|nfornat|on but which nust be protected fron1unaut1or|zed
release. For this data to be adequately protected., certain
actions are required inmediately prior to or at the onset of the
on-site assessnment.

NELAP/ St at e SOPs protect Confidential Business Information (CBI)
fromdisclosure. CBlI includes trade secrets (including process,
formul ation, or production data) and certain financial

i nformation, the uncontrolled disclosure of which could cause
damage to a |l aboratory's conpetitive position. |n general,

di scl osure of CBI is prohibited, except in certain limted

si tuations.

14
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A | ead assessor nust present notice to | aboratory representatives
of their right to claimdata at the |aboratory as CBI and such
clains are frequently nade. Because the |ead assessor is very
likely to require access to CBlI before (i.e., while preparing for
an assessnent), during, and after an assessnent, the |ead
assessor must be know edgeabl e of NELAP/ St ate procedures
governi ng access to, handling of, and disclosure of CBI. The

| ead assessor and ot hers who may use the information nmust have
CBlI access authorization, since only authorized individuals may
have access to CBI. A CBlI-cleared | ead assessor may obtain
access to CBlI docunents fromthe accrediting authority by
requesting access to the information fromthe appropriate

of ficial.

Whether or not it is anticipated that CBl docunents wll be
col l ected during an assessnent, the | ead assessor nust provide a
NELAP/ St at e assessnent confidentiality notice to the responsible
| aboratory official at the beginning of the assessnment. This
notice infornms |aboratory officials of their right to claimpart
of the assessnent data as CBlI. The |ead assessor should be
famliar wth the procedures for asserting a CBI claim and the
criteria that the clainmed information nust neet.

The | ead assessor nmust take custody of all CBlI docunents before
| eaving the | aboratory, and nust maintain themin custody, using
all proper procedures and safeguards, until they can be received
by the accrediting authority.

3.5 Assessment Schedul e/ For mat
3.5.1 Length of eval uation

The I ength of an on-site assessnent will depend upon a nunber of
factors, such as the nunber of tests for which a | aboratory
desires accreditation evatdvated, the nunber of assessors
avai l abl e, the size of the | aboratory, the nunber of problens
encountered during the assessnment, and the cooperativeness of the
| aboratory staff. The accrediting body should assign an adequate
nunber of assessors to conplete the evaluation within a
reasonabl e period of tinme. Assessors nust strike a bal ance

bet ween t horoughness and practicality, but in all cases must
assure that the | aboratories’ operations neet a of the NELAC

standards., except as noted in the final report assuffﬁg—%ha%—%he
assesstent—ecovers—atH—aspeets—of—the Iabor atoery—opera

15
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3.5.2 Openi ng conference

Arrival at the facility should normally occur during established

retrelh wor ki ng hours. The faeiHty—representative responsible
| aboratory official should be | ocated as soon as the assessnent

team arrives on the prem ses.

A laboratory's refusal to admt the assessnent team for an

eval uation fay can result in an automatic failure of the

| aboratory to receive accreditation or |oss of an existing
accreditati on en—the—part—of by the | aboratory, unless there are
extenuating circunstances that are accepted and docunented by the
accreditati on bedy authority. The team | eader shottd nust notify
the accrediting bedy authority as soon as possible after refusal
of entry.

Topics that nust be addressed during the opening conference are:
the purpose of the assessnent;

the identification of the assessnment team

the specific tests that will be exam ned;

R EER

the specific records and operating procedures to be
exanm ned during the assessnent. and the names of the

individuals in the | aboratory responsible for providing
the assessnment teamw th the necessary docunentation;

16
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—+

he roles and responsibilities of key managers and
taff in the | aboratory;

@]

the procedures related to Confidential Business
| nf ormati on;

ny special safety procedures that the | aboratory may
hi nk _necessary for the protection of the assessment

eamwhile in certain parts of the facility (under no

rcunstance is an assessnent teamrequired or even
owed to sign any waiver of responsibility on the

part of the |aboratory for injuries incurred by a team
menber during an inspection to gain access to the

facility):

the specific standards and criteria that will be used

by the assessors in judging the adequacy of the
| aboratory operation;

= (|

D 1O ||

confirmation of the tentative tine for the exit
conference; and

conpletion of the assessment appraisal formby the
responsible | aboratory official (to be submtted to

NELAP and the accrediting authority).
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3.5.3 Records revi ew

The records requested during the opening conference wll be
reviewed by assessnent team nenbers for accuracy, conpl eteness
and proper nethodol ogy for each area test and analyte to be
eval uat ed.

A mninmumrecord set that nmust be exam ned during a NELAP
accreditation on-site assessnent includes:

application for accreditation fromthe |aboratory;

E P

previ ous assessnment results and reports including PE
anal ysis results;

o

| aboratory nmanagenent structure and chains of
responsibility (e.g. organizational charts);:

qualifications statements of all key staff involved in
the analysis or reporting of results for which
reditation has been requested and a matching of the
aff qualifications with the statements submtted with
he applications

I

(]
(]

|2

f

quality assurance plans for the entire | aboratory;

quality assurance plans for each analytical procedure
for which the | aboratory seeks accreditation;

E e

=

standard operating procedures and nethodol ogies for
each anal ytical test for which accreditation is sought;

=

na|1tenance and calibration records of specific pieces

aboratorx equi pnent separate and apart fromthat
conpassed in analyte specific records:

18
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1) procedures for the make-up and calibration of stock
solutions and standard reagents;

L) records asssociated with the acquisition and use of
calibration and standard reference materials:;

k) records associated with the use of matrix spiked
duplicates on a procedure by procedure basis as well as
the use and docunentation for fortified blanks;

l) the specific records associated with the initial method
validation study in the |aboratory which nust be
exanmined in detail with the routine |long term
calibration data:

m  records associated with the nmethods used to estinate

precision and accuracy in general and on a test by test
basi s:

sanpl e receipt and handling docunentation;
PE sanple receipt and handling procedures:

ERE

information on the PE providers, including the
docunment ation provided by the PE provider indicating
it’'s accreditation by NELAP:. and

q) records of any internal audits conducted by the
|l aboratory itself.

Trade secrets and confidential business information are protected
frompublic disclosure. The type of information that may be
consi dered confidential business information is defined in Title
40, Code of Federal Regulation, Part 2. Al financial and trade
i nformati on should be kept confidential, if so requested by the
| aboratory. All other information for all aspects of
application, assessnent and accreditation of |aboratories is
considered public information. |[If the |aboratory requests that

i nformati on ot her than noted above is confidential, the

i nformati on should be treated as confidential until a ruling can
be made by the accreditation body.

The team | eader nust mark all confidential information received

19
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and handle it as required by appropriate | aws and regul ati ons.

3.5.4 Staff interviews

As an el enent of the assessnent process, the assessnent team may
eval uate an anal ysis regi nen by having the anal yst that normally
conducts the procedure give a step-by-step description of exactly
what is done and what equi pnent and supplies are needed. During
this assessnent or appraisal, the assessor will note and record
the procedure on the standardi zed checklists for that particul ar
test and application. Any deficiencies shall also be noted and
di scussed with the analyst. The deficiencies will also be

di scussed in the closing conference.

The assessnent team nenbers shall have the authority to conduct
interviews with any/all staff and, if necessary, conduct private
interviews. Calculations, data transfers, calibration
procedures, quality control/assurance practices, and adherence to
SOPs shall be assessed for each test wth the appropriate

anal ysts(s).

During the evaluation, sufficient information may becone

avai lable to indicate that a particular person has violated an
environnental |aw or regulation, such as knowi ngly making a fal se
statenent on a report. This information should be carefully
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docunent ed si nce +t—ray—betused—+n—atega—aection further action
may be necessary. Weretheposstbt+tyof—additional—tegal

. - - : ’ .

!““F?E'gat'e“ ?X'fts the aSﬁesse: 3“6U|d.“FE ﬁ'S¢Uﬁ$ ;”e :egal

In the event that evidence of

S S I * —_—
said unethical and/or potentially illegal activities have or nmay
have occurred, the assessment team should present such

information to the accrediting authority for appropriate actions.
These issues, at the discretion of the assessnent team nmy or

may not be subjects or issues of the closing conference.
However, the assessor should continue to gather the information

necessary to conplete the accreditation assessnent.

3.5.5 Cl osi ng conference

The assessnent team should neet with representatives foll ow ng
the evaluation of the |laboratory for an informal debriefing and
di scussion of findings with the possible exception of any issues
of unethical and/or potentially illegal activity which may be the
subject of further action. It should be noted that the
assessment teamin no way linmts its ability to identify
additional problemareas in the final report should that becone

necessary.

In the event the | aboratory disagrees wth the findings of the
assessor(s), and the team | eader adheres to the original
findings, the areafs)—protested deficiencies with which the

| aboratory takes exception shall be docunmented by the team | eader
and included in the report to the accreditation bet¢y authority

for consideration. The accrediting authority will make the final
determ nation

The assessnent team shoul d previde informthe acereditatton—body

wHth | aboratory representative that an assessnent report
enconpassing all relevant information concerning the ability of

the applicant | aboratory to conply with the accreditation
requirements is forthcomng. H—data+s—avattable—f+rom

F I - e thi bt e e tded—i I
Hral—report—

3.5.6 Fol | ow- up procedures

The accrediting authority wll issue the assessnment report to the
applicant |aboratory that—etutt++nes outlining any area of
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def+etrenctes deficiency. The applicant |aboratory shettd nust
then submt a plan of corrective action and supporting
docunmentation that address all deficiencies noted in the report,
'F I — — = - oot
| at han thirty days from when the report is received. —wthir
c o
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After reviewing the assessors reports and any corrective action

noted by the |aboratory, decurentation—antd—correcttve—acttons,
the accrediting authority will make the decision to pass, fail or
provide interimaccreditation for a | aboratory.

If the deficiencies |isted are substantial or nunerous, an
additional on-site assessnent (posstbty—unannounecedr may be
conducted before a final decision for accreditati on can be nade.
3.6 Criteria For Assessment

Note: Section 5, Quality Systens Contains Details of Criteria for
Assessment

3.6.1 Assessor's nmanual

The NELAC wi ||l devel op a manual (s) for on-site assessors to
assure that on-site assessnents are perfornmed in a uniform

consi stent manner. The manual (s) wll be provided when assessors
take the NELAC required training (section 3.2.1) and wll serve
as gui dance for on-site assessnent personnel.

The manual (s) provided to on-site assessors shoul d i ncl ude
instructions for evaluating the follow ng itens:

a) Si ze, appearance, adequacy of the |aboratory facility;
b) Organi zati on and managenent of the | aboratory;

c) Qual ifications and experience of |aboratory personnel;
d) Recei pt, tracking and handling of sanples;

e) Quantity, condition, performance of |aboratory
i nstrunentation and equi pnent;

f) Preparation and traceability of calibration standards;
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9) ot ent b ot caieat b odol netue I

Test nethods (Including the adequacy of the
| aboratory’s standard operating procedures as well as
confirmation of individual’s adherence to SOPs., and the

individual's proficiency with the described task)

h) Dat a reduction procedures, including an exam nati on of
raw data and confirmation that final reported results
can be traced to the raw data/original observations;

i) Qual ity assurance/quality control procedures, including
adherence to the laboratory's quality assurance plan
and adequacy of the plan;

1) Ceneral health and safety procedures as they relate to
good | aboratory practices;

k) Laboratory waste di sposal procedures;

[) Envi ronnment al and toxicol ogical test nethods and SOPs;
and,

m Care, use, and nai ntenance of test organi sns.
3.6.2 Assessor’s rol e
When perform ng an on-site | aboratory evatuat+oen assessnent, the
assessor nust appraise each of the areas listed in section 3.6.1

and performa thorough evaluation of the records for each of the
tests for which accreditation has been requested.

The on-site assessor should use a variety of tools in the
eval uation process. The experience of the assessor, his/her
observations, interviews with |aboratory staff, and exam nation
of SOPs, raw data, and the | aboratory's docunentation wt+ al
play an inportant role in the assessnent. Fhe—+ote—ofthe—-of—
st+te—assessor—+s—a——ert+tiecat—oene+n—the—entiretaboratory

i i . The accreditation of a particular
| aboratory will depend to a Iarge extent on the assessor—=s

assessnent teamis findings and recomendations. VWile nmuch of
the on-site assessnent will depend upon the assessor's judgenent,
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t he recommendation not to accredit a |aboratory, or to change a
| aboratory’'s accreditation status, nust be based on factual

i nformati on, not on opinions or suppositions. Therefore it is
crucial that the on-site assessor have a cl ear understandi ng of
the | aboratory's procedures and policies, and that the assessor
docunent any deficiencies in the report of the on-site
assessnent .

The assessnent team nust use specific docunentation in its
reporting of deficiencies. Ase t+The assessor should discuss
any deficiencies with the |laboratory's managenent at the exit
conference +f—order—to and all ow themto provide additiona
information which mght affect the assessor's findings and
recommendat i ons.

3.6.3 Checkl i sts

St andar di zed checklists approved by NELAC nust be used for the
on-site assessnent.

The use of checklists does not disecoeurage replace the need for
atei-t+onal- observations and staff interviews, but is rerety
anot her tool tAthe—assessor—s—+inventory which assists in
conducting a thorough and efficient evaluation. Using—=a A
checklist as—a is not a substitute for assessor training and
experi ence must—het—ecetr-

Note: It is anticipated that standardi zed checklists will be
devel oped or adopted by NELAC s On-Site Assessnent Conmittee for

the assessor's review of analytiecat—and—biotogteat—rethodology

test net hods.
3.6.4 Eval uation criteria

The foll ow ng considerations should be taken into account by on-
site assessors when evaluating the areas listed in section 3.6.1

3.6.4.1 Facility assessnent

The assessor(s) should tour the |aboratory facility with the
| abor at ory managenent representative. Usually the tour wll
occur during the initial phase of the on-site visit, perhaps
after the opening conference. During the tour, the assessor
shoul d visually inspect the facility with respect to general
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housekeepi ng, cleanliness, |lighting, bench space and
continuous tenperature nonitoring (if required). The
assessor should note whether the appropriate |aboratory
services (e.g., vacuum system conpressed air, gases, etc.)
are available. It nmay be necessary to have the | aboratory
representative denonstrate that certain pieces of equi pnent
are working properly, for exanple, a fume hood may be turned
on to assure that it does indeed exhaust air fromthe

| aboratory. This type of denonstration is not intended to
certify that the hood neets design specifications or safety
requi renents, but nerely that it is operational.

During the tour, the assessor(s) should determne if sanple
storage areas are sufficient and whether there are problens
wi th |l aboratory operations which would affect data quality.
For exanple, an extraction operation |ocated in the sane
room where vol atil e organi c anal yses are perfornmed could
contribute contam nation to the volatile organic anal yses.

Any problenms or deficiencies with the |laboratory facility
shoul d be brought to the attention of the |aboratory
managenent at the tine of the tour and reinforced at the
closing conference. |[If discrepancies are noted between
statenents nmade by the | aboratory representative and vi sual
observations, it may be necessary to interview other

| aboratory personnel to obtain an expl anation of the
situation. As—wthaH—areas—oftheon—stte—-assessrent—the

. . L
expeilenee and Eka'r'“? G!IF“? on S'fe asseése| afe—eftieal

3.6.4.2 Organi zati on assessnent

The assessor should review | aboratory QA plans, SOPs,
organi zati onal charts and/or other docunentation to
determ ne the | aboratory's operational structure.

' ' ' — The assessor
shoutd nust ascertain during subsequent interviews with
| aboratory personnel if the |aboratory operation follows the
docunented plan. The assessor should interview | aboratory
managenent to determ ne the roles of managenent and how
| aboratory policy is created. The absence of a docunented
organi zational structure, clearly defined functional
responsibilities, and |ines of conmmunication, sheuwte—be Ls
constdered a deficiency.
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3.6.4.3 Per sonnel assessnent

The assessor should review the |aboratory's witten
qualification requirenents for each key positiong, and the
qgualifications of those persons currently holding the
positions. Key personnel, e.g., |aboratory nmanagenent

staff, quality assurance coordi nator, section nmanagers,

chi ef analysts, etc., should be interviewed to verify their
qualifications for their positions. These interviews may be

conducted concurrently with interviews on anatyt+eat—and

bi-ot-ogi-cal—procedures test nethods, quality control
requi renents, etc., t+neorder to expedite the process. The

assessor should be cauti ous when naki ng judgenents on
personnel qualifications, and nust be aware that experience
may be an acceptable substitute for formal education. Wen
i n doubt concerning personnel qualifications, the assessor
shoul d conduct an in-depth interview with the individual to
determ ne his/her expertise in a given area.

: , | , | , :
Note SEFEI6H|5F_Eﬁa!IEyIEESEEHE conta-fs—detars—on

3.6.4.4 Sanpl e handl i ng assessnent

The assessor should review the |aboratory's SOP for sanple
receipt to assure that all appropriate elenents (e.qg.,
proper sanple containers, preservatives, chain of custody,
sanpl e storage, sanple rejection policy, etc.) are included.
Any om ssions should be brought to the attention of the

| abor at ory managenent and appropriate | aboratory staff
person. Absence of a witten sanple recei pt SOP shoutd—be
constdered—a—ser+ous is a deficiency. The assessor should

i nspect the sanple storage areas to insure that the
facilities are adequate and secured. Cold storage
facilities should be checked for maintenance of proper

t enperatures, proper nonitoring devices (thernmoneters, etc.)
and appropriate docunmentation. Sanple receipt personnel
shoul d be interviewed to determ ne their adherence to the
SOP. Sanpl e recei pt docunentation and chai n-of - cust ody
records should be reviewed to determne if docunentation is
adequate. Failure to follow SOPs may be eensitered a
ser+ous deficiency, depending on the degree of deviation.
Failure to keep sanpl e recei pt and chai n- of - cust ody
docunent at i on sheutd—be—~constdered s a sert+ous deficiency.
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3.6.4.5 Equi pnment assessnent

The assessor should determne if the | aboratory has al

equi pnent and instrunmentation required by the referenced
nmet hods which are necessary to performthe anal yses fof

whteh—ecertiHecat+on—+s—reguested. This determ nation should
be performed by visual inspection of the |laboratory. The
assessor should determne if the equipnent is in reasonable
wor ki ng condition. An actual denonstration of equi pnment
performance i s not necessary in all circunstances, but
shoul d be required if the assessor has doubts about the
condition of certain pieces of equipnent. The absence of a
requi red piece of equipnment or instrunent for a particular
t est shottd—be—<constdered—a—ser+ous s _a deficiency. The
assessor should determne if the |aboratory has witten
records of equi pnent repairs, naintenance, testing and

cal i bration.

3.6.4.6 Cal i brati on standards assessnent

The assessor shall ascertain whether the | aboratory has the
necessary stock calibration standards and shoul d spot check
calibration standards to see if they are within expiration
dates. The assessor should determne if stock standards are
properly stored, e.g., volatile organic standards are stored
in sealed vials in a freezer. The assessor should exam ne
the | aboratory's records for stock standards and the
preparation of working standards to determne if the records
are conpl ete.

3.6.4.7 Met hodol ogy assessnent

The assessor shoul d determ ne whether the |aboratory has
standard operating procedures for all test nethods used by
the | aboratory. The standard operating procedures should be
reviewed to determne if they adequately address al

aspects of the anal ytical and biol ogi cal procedures, e.g.,
sanpl e preparation, calibration standard preparation,
instrunment calibration, etc. The analysts should be
interviewed to verify that they have access to and are
foll ow ng the standard operating procedures for all nethods.
The | ack of anal ytical and biol ogical standard operating
procedures or significant deviations fromthe standard
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oper ati ng procedures shoutd—be—constderetd—as—Ssertous are
defi ci enci es.

Whil e the ideal on-site assessnent would consist, in part,

of observing each individual perform his/her assigned work,
time considerations will not permt this approach in a

| aboratory which conducts a w de variety of analytical or

bi ol ogi cal procedures. Consequently, the on-site assessor
will need to rely nore heavily on interviews with | aboratory
personnel , observations, and review of records to determ ne
proficiency with, and know edge of, the analytical or

bi ol ogi cal net hodol ogy. The assessor's experience and
training wll play a key role in this process.

The assessor should be famliar with the performance of a
test, so that the appropriate technical questions may be
asked of the l|aboratory's analysts. The assessor should
pose questions to the |aboratory's staff in such a way as to
not |lead the individual into the correct response. The

i ndi vi dual ' s responses shoul d be eross—ehecked—wth verified
agai nst the | aboratory's docunentation. During interviews
with the individuals, it may be unclear as to how the
anal yti cal and bi ol ogi cal procedures are being perforned.

If this occurs, then the assessor should ask the individual
to denonstrate the procedure.

3.6.4.8 Dat a audi t

Data audits and records reviews generally involve checking
the data that supports reported results. Verification of
data essentially involves determ ning that the supporting
data is on file, and further and as inportantly., that one
data record supports another. The role of the assessor is
to |l ook for inconsistencies and discrepancies, especially
those that have a tendency to cause final results to vary
significantly. Dates and tines associated with specific
records often prove critical in searching out anonalies in
the records of analytical results. n_addition to

anal ytical records., assessors are well advised to

fam liarize thenselves with study related correspondence as
wel | .

Anong the specific records to be exam ned are the analyte
specific standard operating procedures for the nethods being

28



Chapter 3
Revision 1 Draft
November 1, 1995

used. Not only should these SOPs articulate the specific
steps that are contained in the approved nmethodol ogy. they
should al so note any and all deviations or adjustnents that

were necessary to nmake the nethod work in the facility being

iLnspect ed.

O the nore inportant analytical records that nust be
exanined in addition to the SOPs nentioned above are those
related to docunentation of the nethods actual performance

in the | aboratory.

These include docunentation of:

instrunment calibration, instrunent stability, precision
and accuracy., detection/sensitivity and external PE
eval uati on.

Otentines the |ine between what is required by an approved
nmet hodol ogy and what changes are allowed w thout prior
approval is very fine. Accordingly., any and all changes
nmust be evaluated by the | aboratory for potential inpact on
anal ytical results and the inpact docunmented in the nethod
performance validation records.

The categories of records which nust be reviewed in the
eval uation of the use of a specific nmethodology. at a
m ni nrum include records of:

a) Lnstrument perfornmance;

=S

ecords on the analysis of calibration standards
at the concentrations of interest; results

obtai ned from nmet hod bl anks: records that have
denpnstrated the drift or stability of the
instrunent over tine: results of nethod
sensitivity determ nations; check standard results
over tine; precision and accuracy determ nations
on the specific instrunent;: and of course a basic
initial nmethod validation record.

b) Calibration Procedures;

those records that establish the relationship
bet ween the neasured quantities such as weight,
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absor bance, volune of titrant etc, to the
concentration of the analyte to be neasured using
accurate reference materials. Calibration records
shoul d be exani ned at the ranges that bracket or
incl ude the concentrations that are to be found in
typical sanples, and if the nethod is used for a
broad range of concentrations then the
calibrations records should cover those ranges.

These records nmust be both analyte, instrunent,
and matrix specific, especially for conplex
wastes. Calibrations of reagent blanks shoul d
also be included in the assessors scrutiny. Any

reported sanple values above or bel ow the

docunented calibration ranges should be searched
out, and the data behind any calibration curves

must be exanmined on matrix by matrix basis.

c) Instrunent and Method Stability;

records reporting the results of check sanple

anal ysis every ten to twenty sanples and at the

begi nni ng _and end of each anal ytical run.
records that denonstrate that the check sanples

concentrations were selected to bracket the
expect ed neasured concentrations.

Continui ng checks of the anal ytical bal ance

calibrations should al so be exam ned, especially

t he recordlng of dass S weight values each tine
the bal ance is used.

=S

ecords related to the calibration of such itens
as the thernoneters, titrinetric equipnent,

i ncubat or_or_bath t enperatures etc.

d) Mintenance of Laboratory lnstrunents;

Records associated with the routine and
exceptional repair or maintenance of scientific
instrunentation, and any ancillary equi pnent nust
be exam ned by the assessor.

e) Method Performance and Method Validations:
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The initial nethod validation in a |aboratory nmust
be examined to assure that the validation did in

fact involve the analysis of certified reference
material prepared first as four replicates in
| aboratory pure water, and carried through all the
steps of the methodol ogy. including any up-front
extraction procedures. The specifics of the
record that nmust be exam ned include nane of

anal yst, conplete record of the procedure used
date, tabulations of obtained results versus
calculated results, as well as cal cul ated
precision and accuracy data. Simlar data nust be
available for the various concentration val ues
that make up the initial calibration curves as
wel | .

The assessor should performa data audit on an appropriate
nunber of sanple sets which contain all the tests for which
the |l aboratory is seeking accreditation. It may be
necessary to audit nultiple sanple sets in order to cover

all tests. The assessor should verify that the required
sanpl e recei pt docunentation and chai n-of - cust ody records
are on file and that they contain all necessary information.
The assessor should obtain final data reports for the sanple
set being audited. The assessor should verify that the
final reports contain the follow ng information:

- Sanpl e recei pt date;

- Sanpl e anal ysi s date;

- Sanpl e identification;

- Met hod used for anal ysis;

- Quantitation units, e.g., ng/L, ng/Kg, ug/nt,
etc.;

- |f sanple is a solid, whether results are
cal cul ated on a wet weight or dry weight basis,
and if a on dry weight basis, the percent noisture
or percent solids;

- The sanple result (if the result is none detected,
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t he rethod—deteet+onr reporting Iimt should al so
be reported); and,

- Met hod of statistical determ nation of test
result, if applicable.

The assessor should assure that all information needed to
verify the final result is on file, including reasons for
invalidating testing results if this has occurred. The

. oy . s I I e it .
Once the information is provided by the | aboratory tecated,
t he assessor should recreate the calculation in order to
verify the final reported result. The absence of the
required information needed to verify the final result
shoeuta—be s constdered a sert+ous deficiency.

| f the assessor is unable to recreate a calculation, the
probl em shoul d be discussed with | aboratory personnel and
other nmenbers of the assessnent teamin an attenpt to
resolve the issue. |If any calculations/final results are
determ ned to be incorrect, the assessor should exam ne
approxi mately ten percent of the data for the test in
guestion over a selected tine period to see if a systematic
error has occurred.

In addition to auditing results fromroutine sanple

anal yses, assessors nmust also audit results of performance
eval uation (PE) sanples analyzed by the | aboratory for the
NELAP. Assessors should verify that the sanple(s) were
anal yzed using the criteria set forth by NELAPC

The data generated during the analysis of PE sanples should
be exam ned and conpared with final results reported to the
NELAP. Any differences should be reported to the accrediting

authority.

3.6.4.9 QA Pl an assessnment

The assessor shoutd nust exam ne the | aboratory's witten QA
Plan to determne if it conforns to the Quality Systens

requi renents in Section 5. The assessor should exam ne the
| aboratory's raw data to ascertain if the required QC checks
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have been docunmented. |If QC criteria were exceeded, the
assessor nust determne if corrective action was initiated.
Laboratory personnel should be interviewed to determne if
t hey understand and follow the requirenents of the QA Pl an.
Laborat ory managenent should be interviewed to determ ne
their coonmtnment to the QA program

The absence of a QA Plan, or an inconplete QA Plan, shoutd
be—constdered s a wajor deficiency. The |ack of
appropriate corrective action or docunentation of corrective
action shottd—be is al so eonstdered a sert+ous deficiency.

3.6.4.10 GCeneral health and safety procedures

The responsibility for promul gating and enforcing
occupational safety and health standards rests with the U S.
Department of Laborl. Wiile it is not within the scope of
the assessnent teamto evaluate all health and safety
regul ati ons, any obviously unsafe condition(s) should be
described to the appropriate | aboratory official, and
reported to the appropriate state or federal agency. The
accreditation on-site assessnment is not intended to certify
that the laboratory is in conpliance with all applicable
heal th and safety regul ati ons.

3.6.4.11 Laboratory waste di sposal assessnent

The assessor(s) should ask if adequate facilities are
avai l able for the collection, storage and/or treatnment (if
applicable) of all |aboratory wastes. The waste di sposal
systen(s) should be operated in such a manner to protect the
air, water, and land by mnim zing and controlling al

rel eases from funme hoods and bench operations. Conpliance
is also required wth any wastewater discharge permts and
regulations. It is the |aboratory's responsibility to
conply with all federal, state, and | ocal regul ations
governi ng waste managenent, particularly the hazardous waste
regul ations. The accreditation on-site assessnent i s not
intended to certify that the laboratory is in conpliance
with all applicable waste di sposal regul ations.

! Handbook for Analytical Quality Control in Water and
Wast ewat er Laboratories, EPA-600/4-70-019, March 1979.
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3.7.0 Documentation O On-Site Assessnent
3.7.1 Checkl i sts

The checklists used by the assessors during the assessnment should
beconme a part of the permanent file kept by the NELAP/ State on
each | aboratory.

3.7.2 Report format

Eval uation reports should be generated in a narrative fornmat;

aHowrng—fFor—di-ferences—+na——styte—andtechnigue—between
aceredt-ting—author+t+es. Deficiencies nust be addressed at a

m ni mu , i i

raretuded. Docunentation of existing conditions at the | aboratory
shoul d be included in each report to serve as a baseline for
future contacts with the facility.

Eval uation reports will contain:
a) |ldentification of organization assessed (nane and
addr ess)
b) Date of the assessnent
c) ldentification of the assessnent team nenbers (name and

affiliation, |ead assessor identified)

d) |dentification of participants in the assessment
process

e) Statenment of the objective of the assessnent

f) Summary

g) Assessnent findings and requirenents

h) Comments and recommendations

The final report shall be witten to contain a description

of the adequacy of the |aboratory as it relates to the

evaluation criteria in Section 3.6.4. The section on

Fi ndi ngs and Requirenents must be specifically stated so
that both the finding (deficiency) is understood and the

34



Chapter 3
Revision 1 Draft
November 1, 1995

specific requirenent is outlined. The section on Comments
and Recommendati ons can be used to convey recommendati ons

ai ned at hel ping the Iab inprove.
3.7.3 Di stribution

The accrediting authority should be recogni zed as having the
responsibility for the content of the evaluation reports. The
team | eader should conpile, edit and submt the final report to
the accrediting authority. The team | eader nust assure that the
results within the final report conformto established criteria
for the eval uated paraneters.

3.7.4 Report Deadl i ne

No Ionger than thirty (30) days shoute may el apse fromthe | ast
day of an on-site evaluation until the report is stubmttedtothe
conpleted by the accrediting authority and copies transmtted to
the | aboratory and the National Accreditation Database fer—review

and—nal—deetsten. An _exception to this deadline may be
necessary in those circunstances where an investigation or other
regul atory action has been initiated.

3.7.5 Rel ease of Report

On-site evaluation reports should be initally rel eased by the
accrediting authority only. The reports will be released to the

managenent of the affected | aboratory and—to—thesepersons
} f The

nomrated—by—thetaboratorytorecetve—acopyof —thereport.
assessnent report shall not be released until the—assesstent—and
aH—other—appropriate—acttonhas—been—~conpteted findings of the
assessnment have been finalized, all Confidential Business

| nformation has been stricken fromthe report in accordance with

prescribed procedures, and the report has been provided to the
| aboratory.

In accordance with the Freedom of Information requirenents, any
docunent ati on adjudged to be proprietary, financial and/or trade
information, or relevant to an ongoing enforcenent investigation,
wi |l be considered exenpt fromrelease to the public.

3.7.6 Report Storage Tine
At—a—mrntrum- Copies of all evaluation reports nust be retained
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by the evaluators and the accrediting authority for a period of
at | east five years, or longer if required by specific state or
federal regulations.
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